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DEPT. OF HEALTH,AND HUMAN SERVtCES APPLICATION FOR A VARIANCE Form Approved No. 61Roo88 

PUBltC HEALTH SERVtCE FROM 21 CFR 1040.11 (c) FOR A 
FOOD AND DRUG ADMINISTRATION LASER LIGHT SHOW, DISPLAY DOCKET NUMBER 

OR DEVICE 
NOTE: Notmstii~hm0fdtqbydeuic~mayvwycOnrannpt&mcewtth21 CFRlMO.11(c)inc#est~n 

ar-wttkuttheappmvddttl&apptkantn~with 21 CFR 1010.4. 
lMsTRucTK)ws 

mht3ckaopplica#e~8tld~aprtnrthereqwntad-i. 3.wlyouropplicaticntothe~clerlr,Foafandorug 
2.Submttanat~tnatandkur(4)~ AdmtddMionRoom165,58M)F~Lme,RacMtb,MD20857 

4. EnterDock@Numbertfaest~md. 

Hot Wax Unlimited 
2. ADDRESS OF ccMwuY (tndlKteZIP coda) 

100 Jane’s Lane #MA, Hammond, LA 70401 
3. MAME OF RESPONSbLE PERSON 4. TELEPHONE NO. (Inchrdrt #am cad@ 5. OATE OF SUBMtSStON 

Jeff Ftuker 

7. 
8. LIST NAME AND MODEL MAdBERlS) 

I9as-7 [Ocbber8,2004 

pWtdttN94!Qphth.) 

LUMALASER Beambuva E&aid 50 

b. PRODUCT FOR WHtCH AVARtANCE IS REQUESTED 
_ A LASER WSPLAY DEVICE 
_ A PROJECTOR FOR A USER LtGHT SHOW 
~AtASERLlOMSHOW 
-0-R (9-Y) 

CA PROJECTORS ARE tNTENDED FOR SALE, LEASE OR LOAN TO 
OTHER LASER LIGHT SHOW PRODUCERS 

d. PRODUCT tS MTENDED FOR USE IN A 
JL PLANETARtlJMOROIHERDOMEPROJECTtONSTRUCTURE 
J.L THEATER 
JL MSCOTHEQUE OR NIGHT CLUB 
JL PAVtLtON 
x INDOOR ARENA 

I’ --ARENA 
x MUSEUM 
,OUTDOORENCLOSEDAREA 

Z OTHER (!$MJc@) ScMdandCfwmh Audiforum 

aPROOUCTtStt’JTENDEDlOBEUSED 
-AT ONLY ONE @Txdj LOCATION 
1~ AT A VARIETY OF (twr LOCATtONS 
_ O~-IER (SpecirL) 

8. IASWRADIA 
LASER MEMUM(& He-Ns, efc.) WAVELEffi 
OPSS Nd:Yw4 532 

f. PRODUCT IS IMNDED To BE USED AT ANY ONE LOMTtON 
xMORETHAN15DAYS 
~MORETHAN5BUTNOTMORETHANl5DAYS z,- 
1~ LESS THAN S DAYS .‘ 

g. TOUR IS INTENDED TO RUN FOR 
-X-MIRE THAN 6 MMHS 
-X-l 6 MDNTHS 

~x~LESSTHAN1Mmm 
_ OTHER (specirvl I. . . 

I -a,.. 
h. PRDDUCT UTtLKES THE FOLLOWM LASER EFFECTS 

1~ FRQNT SCREEN PROJECTIONS 
4 REAR SCREEN PROJECTtONS 
_ HoLQGRAPHtC DISPLAYS 
JL MULTlPLE REFLECTIONS (wwI@k M8md.s ard’hddkm dIk%) 
-AUDIENCE SCANNING 
_LL REFLECTIONS FROM STATIONARY MtRROR(S) OR 

MtRRDRED SURFACES 
_ STATtONARY IRRAD(ATION OF ROTATING MIRROR BALL(S) 

OR OTHER MtRRORED SHAPES 
_ SCANNING Q3RADtATlON OF ROTATMG MIRROR BALL(S) 
_ Ft6ER OPTtC PROJECTtONS 
-1~ FOG, SMOKE OR OTHER SCAITERING EFFECTS 
-O~R#=?v~ 

>w lEwLs 
s (tlfn) PEAKPowER(lMdt8) 

400mW 
I I 

9. IF ANY kASER RADIATKMJ IS PULSED OR SCANNED, GtVE THE PULSE DURATION AND RATE AND SCANNtNG FREQUENCY AND 
AMPWDE 
DCI KHZ, o-%0” optlcal X-Y scan 

10. REASON FOR REQUESTING VARIANCE 
J- COMWANCE WtlH THE UMITS OF 21 CFR 1040.1 l(c) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT BECAUSE 

COM’LIANCE WOULD LlMtT THE OUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE 
StJFftCtENTLY VISIBLE 

~OTHERORADOtTtONAL EXPtANATtON (Spec&j 

FORM FM 3147(- 

2004\1- os2\ 
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l l .MAMJERtNWHtCHtTIS PROPOSED TO DEVtATE FROM THE REQUIREMENTS OF THE APPLtCABLE STANDARD 
Xl-l- IS PROPOSED TO CXVlATE FRQM THE - OF 21 CFR 1040.11 (c) tN THAT THE ACCESSIBLE EMISSION LEVEL WOULD 

EXCEED THE ACCESSlBLE EMtSStQfU LtMtTS OF CLASS I OR CUSS It 
_ l-r IS PROPOSED TO ORluTE FROM THE Pf?OVtStON OF 21 CFR lO4O.ll (c) AS FOLLOWS: 

XX~X~NTAGES TO BE DERtVED FROM SUCH DmtATtm 
_LCLASER LtGtiT SHOWS AND DtSPlAYS ARE ACCEPTED POPULAR MEDtA IN ENTERTAINMENT AND THE ARTS, USE OF POWER 

LEVELS IN EXCESS OF THE LtMtTS IMPOSED BY 21 CFR 1040.11 (c) IS NECESSARY TO ACHtEVE THE REQUtRED EFFECTS IN THESE 
MEDIA. 

_ OTHER OR ADDlTKXUiL ALWANTAGES (desc#e andexplain) 

13. EXPLAIN THE ALTERNATE MEANS Of RADtATlON PROTECTION TO BE PROVIDED. (Cfmck a many baas m  apply. tn ttam 14 =RmMS”, 
jus8fy~tYm6Mtchedmd.~addtt~as~. SwetmyatflefBTmmlad~~tnatwRIbeused.) 

a. -&ALL LASER PRODUCTS, SYSTEMS AND PROJECTORS WtLL BE CERTIFlED TO COMPLY WtTH 21 CFR 1040.10 AND THE CONDlTtONS 
OF THtS VARtANCE AND WIU BE REPORTED AS REQUtRED BY 24 CFR 1002.10 AND 1002.12 USING THE REPORTtNG GUIDES PRO- 
VIDED FOR SUCH PURPOSE. THESE ACTtONS WILL BE ACCOMPUSHED PRtOR TO ANY INTRODMX ON INTO -RCE. 

b. AEFFECTS NOT SPECtFtCALLY INDtCATED IN THtS VAtdANCE APPLlCATlON WILL NOT BE PERFORMED, NQ OTHER EFFECTS WILL BE 
ADDED UNTIL AN AMENOMENT TO THE VARlANCE HAS BEEN OBTAINED AND THE REQUtRED REPORTS QR SUPF’LEMEHTS, AS 
APPLICABLE, HAVE BEEN SUBMtTtED. 

c. ~SCJUMNG, PROJECTION, OR REFLECTtON OF LASER AND COLtATERAL RADtATtON (LtGHT SHOW RADtATtON) INTOAUDtENCE OR 
OTHER ACCESSIBLE UNCONfRQLLED AREAS WtLL NOT BE PERMITTED EXCEPT FOR DtFFUSE REFLEC-MINS PRQDUCEO BY THE 
ATMOSPHERE.  ADDED ATMOSPHERtC SCATTERtNG MEDIA, AND TARGET SCREENS. 

cl. _1L LASER RADtATION LEVELS IN EXCESS OF THE LtMtTS OF CLASS I WtLL NOT BE PERMIl lED AT ANY POINT LESS THAN 3.0 METERS 
ABOVE ANY SURFACE UPONWHtCH PERSQNS OTHER THAN OPERATORS, PERFORMERS,  OR EMPLOYEES ARE PERMtTlEDTO 
OR 2.5 METERS BELOW OR IN LATERAL SEPARATtON FROM ANY PLACE WHERE SUCH PERSONS ARE PERMIl lED TO BE. 
OPERATORS, PERFORMERS,  AND ENlPLOYEES Wttl. NOT BE REQUIRED OR ALLOWED TO VtEW RADlATtON ABOVE THE LIMITS OF 
CtASS I OR BE EXPOSED TO RADtATtON ABQVE THE LtMtTS SPECIFIED IN 21 CFR 1040.11 (c). 

a- X  ANY PRODUCT WHtCH RELIES ON SCANNtNG TO MEET ACCESS, EXPOSURE, QR PRODUCT ClASS LlMlTS WlLL I-TE A  
SCANNING SAFEGUARD SYSTEM WHtCH MRECTLY SENSES SCANNER MDTtQN AND WHtCH WILL REACT FAST ENOUGH TO 
PRECLUDE EXCEEDtNGTHEAPPLtCABLE LtMtT. 

f. 2 ALL LASER LlGtfT SHOWS SHALL BE UNDER THE MRECT AN PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S).  THE 
OPERATOR(S) WILL : 

(1) IMMEDtATELY TERMtNATE THE EMtSStQN OF LtGHT SHOW RADtATlQN IN THE EVENT OF ANY UNSAFE CONMTION: 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE MRECTLY OBSERVED AT ALL TIMES; AND 

(3) BE AN EMPLOYEE OF THE VARtANCE HOLDER WHO WtLL BE RESPONStBLE FOR THE TRAtNtNG AND CONDUCT OF OPERATOR 
I 
&.-&.Tt-tE M A X M  LASER PROJECTOR OUTPUT POWER WlLL NOT EXCEED THE LEVEL REQlBRED TO OBTAIN THE INTENDED EFFECTS. 

b. m.2L THE PRQJECTtON SYSTEM (t.E.. THE PROJECTOR AND ML OTHER COMPONENTS USED TO PFWDUCE THE LtGtfTtNG EFFECTS 
WtLL BE SECURELY MOUNTED OR IMMOBtLtZED TO PREVENT UNINTENDED MOVEMENT OR MtSALtGNMEM. BEAM LtMtTS WILL 
BE PRQVtDED AS AN MHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING DF SCREENS, BEAM STOPS, TARGETS, 
ETC. 

t. XLASER PROJECTORS WtLL NOT BE OUlMRED TO ANY OTHER PARTY UNDER AN AGREWNT OF SALE. LEASE, OR LOAN UNLESS 
AND UKnL THE RECtPtENt- DEMQNSTRATES THAT THEY HAVE A  VARIANCE IN EFFECT AT THE TtME OF DELlVERY THAT PERMtTS 
THEM TO PRQDUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR. 

j. &  IN ADDtTtQN TO THE REQUIREMENTS OF 21 CFR 1040.10 (h), THE MANUFACTURER OF LASER PRQJECTORSISYSTEMS WtLL PROVIDE 
TO MRTIES WHO PURCHASE, LEASE, OR BORROW THE EQlJtPMENT, ADEQUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATKM 
At-41 OPERATION AND WHICH EXPLAIN THE RESPONStBILf lY OF THE RECtPlENT AS AN MDEPENDENT LlGHT SHOW 
-ACTURER TO SUBUtT THE REQURED REPORTS AND APPLY FOR AND DBTAtN A  VA- FROM CDRH PRIOR TO 
J-ON INTO COMMERCE OF ANY LASER UGHT SHOWS. 

k. -+&THE t=2UIREMENTS OF 21 CFR 1002.30 (a)(l) AND (2) WILL BE ACCOMPLtSHED THROUGHTHEUSEOFWRtTTENPROCEDURES 
FOR SETUP ALGNMENT, TESTING. AND PERFQRMMCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFtCtENT DETAtL TO 
ENSURE ohdPLlA= WlTH 21 CFR 1040.10. THE CONDtTtONS OF THIS VARUNCE, AND CONTROL QF ACCESS TO RADtATlDN 

AREAS UStNG THE PROCEDURES DESCRIBED IN THE ANSt 2138.1 STANDARD FOR THE SAFE USE OF LASERS (AMERtCAN NATtONAL 
STANDARDS NW-JTUE, 1430 MUMDWAY,  M E W  YORK, NY lOOl8) OR ANY OTHER EQUtVALENT USER CQNSENSUs STANMRD AND 
AND. WHERE APPLKSAME.  STATE OR LOCAL REQUIREMENTS. USER RADIATtQN AREAS WHtCH CAN CONTAtN RADtATtON LEVELS 
ABQVE THE LMTS SPECtFtED IN 21 CFR lMo.ll(c), WtLL BE CLEARLY IDENTtFtED BY THE PQSTtffi OF WARNING StGNS AND/OR 
RESTRKTED ACCESS TtiRQUG H PHYStCAL MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS, EK.). 
THESE REQUtMMENlS APPLY TO TEMpoRA#y AREAS (SUCH AS DURING SETUP AND AUGNMEHT PROCEDURES) AND TO FtNAL 
QR PE-EHT AREAS. T’HE VARIANCE HDLDER WILL RETAIN THE RECDRDS OF THESE PROCEDURES MD THE RESULTS OF ALL 
TESTS AS REQWRED BY 21 CFR 1002.31, A  COPY QF THE VARIANCE APPLtCATtQN, THE APPRQVAL LEn-ER, CURRENT PROCEDURES 
ANDRECORDS REUTtNGTO EACHPARTlcuuR SHDW WILL BE WtTH THE OPERATOR OR OTHER RESPONSIBLE INotVfDUALAND 
WtU BE MADE AVAtlABLE FOR lNSPECTtON BY F M  AND OTHER RESPONSIBLE AUTHQRKIES 
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1.X AK+ANCE WRITTEN NOTlFlCATlON WILL BE MhDE AS EARLY AS POSSl6LE TO APPROIIUATE FEDERAL, STATE AND LOCAL 
AUTHORlTlES PROVlDlffi SHOW ITINERARY WVTH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AND A BASIC *I-- DESCRIPTION OF PROPOSED EFFECTS MCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INlENDED. SUCH 
NOTIFICATIONS WILL BE MADE, BUT NOT NECEBSARILY LlMlTED To: 

(I) THE CENTER FOR DEVICES AND RADK)l.OGICAL HEALTH, OFFICE OF COMPLlANCE (HFZ-312),2098 GM-HER ROADROCKVILLE. 
MD 2088O.PROVlDlNG THE INlTlAL AND CLOSING DATES FOR TM FIXED INSTMLATK)N AND THE ITINERARY FOR MOBILE MOWS 
IN ADDlTlON. UNLESS ALL ASF’ECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY 
REFERENCED, EACH NOTICE WILL INCLUDE DETAILED DESCRIPTtONS OF EACH SHOW AND A LtSTtNG OF ALL EFFECTS TO BE 
PERFORMED IN SUFFICJEHT DETAIL TO CONFIRM COMPLIANCE WITH THE REGUIATIONS AND THIS VARIANCE. 

(2) THE FEDERAL AVlATlON ADMlNlSTRATtON (FM) FOR ANY PROJECTIONS INTO OF’EN AIRSPACE AT ANY TIME (I.E., INCLUDING 
SET-UP, ALIGMUEIW, REHEARSALS, PERFORMANCE S, ETC.). IF THE FAA OBJECTS TO ANV LASER EFFECTS, THE OBJECTfONS 
WlLL BE RESOLVED AND NY CONDlTlONS REQUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDlTlONS CAN NOT BE MET. 
THE OBJE- LE EFFECTS WlLL BE DELETED FROM THE SHOW. 

(3) STATE AND LOCAL RADlATlON CONTROL OFFICES/AGENCIES FOR ALL SOWS TO BE PERFORMED WITHIN THEIR JURISIXTIONS. 
AU REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL A-ES 
WlLL BE RESOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER 
FOR DEVICES AND RADIOLOGICAL HEALTH UPON REQUEST.) 

14. REMARKS 

15. SIMATURE 16. NAME fTmor Print) 
Jeff Fluket 

17. TITLE 
owner 


